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DETAILED ACTION 

1 . This Office Action is responsive to the Amendment filed 26 November 2007. 
Claims 1-21 are now pending. The Examiner acknowledges the amendments to claims 
1-8 and 18. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 18 and 19 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claim 18 at lines 16, 19, 23, 26 and 29 recites the 
limitation "the second sling transfer instrument." There is insufficient antecedent basis 
for this limitation in the claim. 



Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

5. Claims 1, 3, 5-7 and 18-19 are rejected under 35 U.S.C. 102(e) as being 



anticipated by Staskin et al. (U.S. Pub. No. 2003/0045774). Staskin et al. (hereinafter 
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Staskin) disclose surgical instruments and methods for introducing a sling into a patient 
suffering from urinary incontinence. Regarding claim 1 , Staskin teaches a sling capable 
of being applied to an area beneath and supporting the urethra or bladder neck [01 18]. 
A "tissue remodeling portion" is attached to and surrounding a section of the sling 
[01 17]. The "tissue remodeling portion" is interpreted as the sheath of Staskin since its 
purpose, as that of the instant application, is to provide strength and structural 
reinforcement to the sling [01 17]. The sling supporting the urethra may be composed of 
a surgical mesh [0026]. Referring to Fig. 4, a sling transfer instrument defines a curved 
shaft portion 60 between distal and proximal ends, with an attached insertion handle 64 
at the proximal end and at the distal end, a dilator 54 for attaching the sling to the distal 
end of the shaft [0115]. 

With reference to claim 3, the polypropylene mesh, as taught by Staskin, 
contains filaments of woven material, each having a thickness of approximately .024 
inches [0120]. 

Staskin discloses the dimensions of the sling, such dimensions being a length of 
approximately 60 cm and a width of 1 .0 cm to 1 .2 cm, thus capable of being 
approximately the widths specified at the central most portion and opposite ends of the 
sling according to claim 5 [0118]. 

With reference to claim 6, Staskin teaches that the shaft portion, or needle 60, 
has a diameter of approximately 3.175 mm, or "approximately" 3.5 mm and less than 
5.1 cm. Since the instant application provides no reason for a diameter of about 3.5 
mm to about 4.0 mm, the dimensions of the needle as disclosed by Staskin are capable 



Application/Control Number: 1 0/701 ,253 Page 4 

Art Unit: 3735 

of transferring a sling to an implant site. Furthermore, regarding claim 7, the distal end 
of the shaft, or needle 60, is oriented in a direction opposite of the curved portion (see 
Fig. 4). The distal end of the shaft portion is 1 .0 cm, in length, since any length that is 
towards the distal end could be construed as such. As stated above, the width of the 
shaft is approximately 4mm. 

Regarding claim 18, Staskin teaches a suprapubic method for applying a sling to 
a female for treating urinary incontinence. The sling supporting the urethra may be 
composed of a surgical mesh [0026] and a "tissue remodeling section" to provide 
strength and structural reinforcement to the sling [01 17]. A sling transfer instrument 
having a curved shaft or needle 60 has an insertion handle 64, adjusted to a surgeon's 
preference, and located at the instrument's proximal end [0218]. The surgeon holds the 
handle of the needle 60 and guides the needle through endopelvic fascia of the 
abdominal wall, using the pubic bone to guide the needle as the surgeon traverses the 
space approaching the vaginal incision ([0219]-[0222]). The steps are repeated with a 
second needle 60. Once both needles are in place, a cytoscopy is performed to ensure 
that the bladder has not been punctured during implantation [0224]. The slings are 
associated with each end of the instruments or needles 60 via dilators 54 [0028]. The 
sling is placed in a therapeutically effective position, such as in support of the 
midurethra [0230]. In view of claim 19, once the sling is positioned under the 
midurethra, a "sling tension measurement component," or position adjustment member 
66, can be pulled by the surgeon in order to further position the sling or reduce the 
tension of the sling ([0231]-[0232]). 
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Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Staskin et 
al. (U.S. Pub. No. 2003/0045774) in view of Bilbo (U.S. Pub. No. 2002/0103542). 
Staskin discloses the invention as claimed, see rejection supra; however Staskin fails to 
disclose the dimensions of the particular absorbable polymer utilized in the sling. Bilbo 
discloses a tissue engineered prosthesis, such as a sling, that may be implanted into a 
patient for the treatment of urinary incontinence. Regarding claim 4, Bilbo teaches the 
use of intestinal collagen, which is absorbable, as the construct for a sling supporting 
the bladder [0040]. The thickness is between about .2mm and .25mm, thus the 
filaments are "about" .012 inches. Therefore, at the time of the invention it would have 
been obvious to one having ordinary skill in the art to have incorporated a 
bioabsorbable material, such as intestinal collagen as taught by Bilbo, to a mesh sling 
such as that disclosed by Staskin for implanting a sling that will, after a lapse in time, 
naturally degrade within the patient, yet provide support to the urethra for treating 
urinary incontinence prior to doing so. 

8. Claims 2 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Staskin in view of Inman et al. (U.S. Pub. No. 2003/0065246). Staskin discloses the 
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invention as claimed, see rejection supra; however Staskin fails to disclose specific 
dimensions of the indentations on the transfer handle for accommodating the fingers of 
a surgeon. Inman et al. (hereinafter Inman) disclose an instrument for introducing a 
sling into the pelvic area of a patient suffering from urinary incontinence. Regarding 
claim 2, Inman teaches a handle 12 having a "digit control accommodation," or channel 
32 (see Figs. 2 and 3). The height of the handle is preferably between 3.25 in. to 4.75 
in. [0046] whereby the width is preferably one-third of the height [0053]. Since the 
channel extends the width of the handle, the width of the "digit control accommodation" 
or channel 32 is approximately 1 .08 in. to approximately 1 .58 inches, thus falling within 
the range specified in claim 2. Furthermore, the length of the channel is approximately 
1 in. [0051], and its depth is approximately one-half of the width [0053], thus the width, if 
it was 1 .2 in, would bring the depth of the "digit control accommodation" to 0.6 in., or 1 .5 
cm in accordance with claim 2. Therefore, at the time of the invention it would have 
been obvious to one having ordinary skill in the art to have fit a sling transfer instrument 
such as that disclosed by Staskin, to have the dimensions of the digit control 
accommodation as proposed by Inman, in an effort to provide a stable construction for a 
surgeon's finger when inserting a sling within a patient during a surgical procedure. 

Regarding claim 8, Staskin discloses the invention as claimed, see rejection 
supra; however Staskin fails to disclose a transfer shaft for a sling having a luminous 
coating. Inman teaches a rod 14 of a transfer instrument (see Fig. 3) having a reflective 
coating for aiding visibility for the surgeon [0058]. Therefore, at the time of the invention 
it would have been obvious to one having ordinary skill in the art to have coated a 
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transfer shaft, or needle, similar to that taught by Staskin, with a reflective or luminous 
material as suggested by Inman such that the instrument is easily viewed by the 
surgeon during application of a urinary incontinence sling within a patient. 



Double Patenting 

9. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
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be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

1 0. Claims 1 -7 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1 , 3, 6-8 and 1 0-1 1 of U.S. Patent No. 
6,808,486. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the claims directed towards a surgical instrument for 
treating female urinary incontinence of the instant application are broader than the 
claims of the patent, also directed towards an instrument for treating female urinary 
incontinence, thus the claims of the patent anticipate those of the instant application. 

Response to Arguments 

1 1 . Applicant's arguments filed 26 November 2007 with respect to the objection to 
the specification have been fully considered and are persuasive. The objection to the 
specification has been withdrawn. 

12. Applicant's arguments filed 26 November 2007 with respect to the objection to 
claims 2 and 18 have been fully considered and are persuasive. The objection to 
claims 2 and 18 has been withdrawn. 
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1 3. Applicant's arguments filed 26 November 2007 with respect to the rejection of 
claims 2-8 under 35 U.S.C. 112, second paragraph, have been fully considered and are 
persuasive. The rejection of claims 2-8 under 35 U.S.C. 112, second paragraph has 
been withdrawn. 

14. Applicant's arguments filed 26 November 2007 with respect to the rejection of 
claims 1, 3, 5-7, 18 and 19 under 35 U.S.C. 102(e) citing Staskin (U.S. Pub. No. 
2003/0045774) have been fully considered and are not persuasive. Applicant contends 
that Staskin does not teach "a sling contoured to the anatomical configuration of the 
mid-urethra, proximal urethra, and base of the bladder," such a design not restoring the 
normal anatomical relationship of the urinary bladder to the urethra as intended by the 
instant application. However, this argument is not persuasive. Staskin teaches that the 
sling is of sufficient dimensions to support the urethra and bladder [0026] and [01 1 6], 
and furthermore provides that the sling is of comparable dimensions of the instant 
application as indicated by its anticipation of claims 3 and 5, regarding the dimensions 
of the sling. Furthermore, Staskin notes at [01 18] and [01 19] that alternative lengths, 
widths and thicknesses of the sling can also be used, including a wide variety of 
shapes, sizes, materials and treatments dependent upon the structure being supported, 
thus further providing that the sling of Staskin is also capable of being contoured to "the 
anatomical configuration of the mid-urethra, proximal urethra, and base of the bladder." 
Therefore, a recitation of the intended use of the claimed invention must result in a 
structural difference between the claimed invention and the prior art in order to 
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patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. In view of the 
foregoing, the rejection of claims 1, 3, 5-7, 18 and 19 under 35 U.S.C. 102(e) citing 
Staskin (U.S. Pub. No. 2003/0045774) has been maintained. 

1 5. Applicant's arguments filed 26 November 2007 with respect to the rejection of 
claim 4 under 35 U.S.C. 103(a) citing Staskin (U.S. Pub. No. 2003/0045774) in view of 
Bilbo (U.S. Pub. No. 2002/0103542) have been fully considered and are not persuasive. 
Applicant contends that claim 4 contains the limitation "a sling contoured to the 
anatomical configuration of the mid-urethra, proximal urethra, and base of the bladder," 
as recited in claim 1 , and therefore is patentable over Staskin in view of Bilbo for the 
reasons stated above regarding claim 1 . However, this argument is not persuasive; see 
arguments above regarding claims 1 , 3, 5-7, 1 8 and 1 9 under 35 U.S.C. 1 02(e) citing 
Staskin. In view of the foregoing, the rejection of claim 4 under 35 U.S.C. 103(a) citing 
Staskin (U.S. Pub. No. 2003/0045774) in view of Bilbo (U.S. Pub. No. 2002/0103542) 
has been maintained. 

16. Applicant's arguments filed 26 November 2007 with respect to the rejection of 
claims 2 and 8 under 35 U.S.C. 103(a) citing Staskin (U.S. Pub. No. 2003/0045774) in 
view of Inman (U.S. Pub. No. 2003/0065246) have been fully considered and are not 
persuasive. Applicant contends that the "luminous" coating of claim 8 is not comparable 
to the "reflective" coating as taught by Inman. However, this argument is not 
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persuasive. Per the definition of "luminous" as provided by www.dictionary.com , a 
"luminous" surface radiates, or reflects light. Similarly, Inman teaches a reflective 
coating for aiding visibility for the surgeon [0058]. It is likewise recognized by the instant 
application and Staskin that visualization of the procedure is necessary for the surgeon 
to properly position the implant. It would have been obvious to one of ordinary skill in 
the art to incorporate some indicator that affords visual examination of the procedure to 
the surgeon. In view of the foregoing, the rejection of claims 2 and 8 under 35 U.S.C. 
103(a) citing Staskin (U.S. Pub. No. 2003/0045774) in view of Inman (U.S. Pub. No. 
2003/0065246) has been maintained. 

1 7. Applicant's arguments filed 26 November 2007 with respect to the rejection of 
claims 1-7 on the ground of non-statutory obviousness-type double patenting citing 
O'Donnell (U.S. Patent No. 6,808,486) have been fully considered but are not 
persuasive. Applicant contends that a terminal disclaimer has been filed to overcome 
these rejections. However, the terminal disclaimer has been disapproved based on the 
grounds that the filing attorney is not of record. Attempts were made in order to contact 
the filing attorney, however no response was returned. In view of the foregoing, the 
rejection of claims 1-7 on the ground of non-statutory obviousness-type double 
patenting citing O'Donnell (U.S. Patent No. 6,808,486) has been maintained. 
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Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHRISTINE D. HOPKINS whose telephone number is 
(571)272-9058. The examiner can normally be reached on Monday-Friday, 7 a.m. -3:30 
p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on (571) 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
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Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Charles A. Marmor, II/ 
Supervisory Patent Examiner 
Art Unit 3735 

/C. D. H./ 

Christine D Hopkins 

Examiner 

Art Unit 3735 



